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2500 Innovation Way
Greenfieid, IN 46140
317.276.2000 February 20, 2013

U.S. Environmental Protection Agency
Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504P)
Room S4900, One Potomac Yard
2777 Crystal Drive

Arlington, VA 22202

Attn: Mr. Mark Suarez, Project Manager
Subject: Notification r PR Notice 98-10

Product: Cheristin™ for cat:

Dear Mr. Suarez,

As instructed in the letter of issuance of the registration approval of this product, please find
attached two copies of the finished product labeling for Chersitin™ for cats.

A fully executed EPA Form 8570-1 is also attached to this letter.
If you have any questions or comments, please feel free to contact me at your earliest

convenience. If | cannot be reached, please contact Cory Herr, Director of U.S. Regulatory
Innovation, at (317) 651-2776 or at herr_cory_t@elanco.com.

Sincerely, JCI
Aaron Johnson, DVM, MS Seeone
U.S. Regulatory Affairs ¢
Elanco Animal Health ot
Office: 317-276-4021

Fax: 317-277-4167
Email: ajohnson@ elanco.com















2. Remove one applicator tube from the blister
package.

3. Hold applicator tube in an upright position.

4. Press cap down until it clicks (indicating the
tube has been punctured). Hold upright and
remove cap. Check to be sure there is an
opening at the tip of tube.

5. Part the hair on the neck at the base of the
head until the skin is visible. Place the tip of
the tube directly above the skin and squeeze
the tube 2-4 times to expel the contents of
the tube directly on the skin. For best rasults,
apply at the base of the head, not be...een
shoulder blades. Avoid getting the product in
your pet’s eyes or mouth. Treatment at the
base of the head will minimize the
opportunity for the cat to directly lick the
product. Do not allow your cat to ingest this
product. (There may be a small residual
remaining in the tube after a full dose is
expelled.)

6. Discard empty applicator tube in the trash.

Monthly application is recommended to prevent
and treat flea infestations. Cheristin for cats
starts working in 30 minutes and continues
killing fleas for a full month after application.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by
storage and disposal.

Pesticide Storage:
Store in original package in a cool dry place.

Pesticide Disposal:

Call your local solid waste agency or
1-800-CLEANUP or equivalent organization
for disposal instructions. Unless otherwise
instructed place in trash. Never pour unused
product down the drain or on the ground.

Container Handling:

if empty: Non-refillable container. Do not
reuse this container. Place in the trash, or
offer for recycling if available.

If partly filled: ~~Il your local solid waste
agency for di...sal instructions. Never place
unused product down any indoor or outdoor
drain.

LIMITED WARRANTY AND

LIMITATIONS OF LIABILITY

By using, buying or handling this product, users
or buyers accept the following conditions,
disclaimer of warranties and limitations of
liability. The directions for use of this product
are believed to be adequate and must be
followed carefully. All risks of product use or
handling are assumed by the user or buyer. No
agent of Elanco is authorized to make, extend
or modify any warranties. TO THE EXTENT
CONSISTENT WITH APPLICABLE LAW
ELANCO MAKES NO OTHER WARRANTIES,
EXPRESSED OR IMPLIED, OF
MERCHANTABILITY OR OF FITNESS FOR A
PARTICULAR PURPOSE OR OTHERWISE,
THAT EXTEND BEYOND THE STATEMENTS
MADE ON THIS LABEL. ELANCO DISCLAIMS
ANY LIABILITY WHATSOEVER FOR SPECIAL,
INCIDENTAL OR CONSEQUENTIAL DAMAGES
RESULTING FROM THE USE OR HANDLING
OF THIS PRODUCT. To the extent consistent
with applicable law the exclusive remedy of the
user or buyer for any and all losses, injuries or
damages resulting from the use or handling of
this product, whether in contract, warranty, tort,
negligence, strict liability or otherwise, is limited
to the purchase price paid or replacement of
the product.

Manufactured for

Elanco Animal Health

A Division of Eli Lilly and Company
indianapolis, IN 46285

EPA Reg. No. 72642-10 “enee
EPA Est. No. 87859-IL-001

Cheristin is a trademark owned or licengect®,
by Eli Lilly and Company, its subsidiarie$®**®

or affiliates. . : . o Z
:. aeee
CA4590 PA086€§5;§§JIX
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Place stickess on your calendar as a reminder to apply
Cheristin for cats only to cats and kittens 8 weeks of .
age and older

. nlnl ot ul nite o Visit www. CheristinForCats.com to sign up and recaive
an email reminder from your cat
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Only for Cats and Kittens
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Cheristin
for cats

spinetoram

A ONCE-A-MONTH TOPICAL SOLUTION
FOR THE PREVENTION AND TREATMENT
OF FLEA INFESTATIONS

ONLY FOR CATS AND KITTENS
EIGHT WEEKS OF AGE AND OLDER

ACTIVE INGREDIENT
Spinetoram [CAS# 187166-40-1 &

187166-15-0].....oounrrevreerrecenrersnreneensenne 11.2%
OTHER INGREDIENTS.............coouvuenees 88.8%
TOTAL 100.0%
KEEP OUT OF REACH OF CHILDREN
CAUTION

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC
ANIMALS - CAUTION

HAZARDS TO HUMANS

Harmful if swallowed. Causes moderate eye
irritation. Wash thoroughly with soap and water
after handling and before eating, drinking,
chewing gum, using tobacco or using the toilet.
Avoid contact with eyes or clothing.

HAZARDS TO DOMESTIC ANIMALS

FOR USE ON CATS AND KITTENS ONLY. For
external use only. Do not use on kittens less
than eight (8) weeks of age or weighing less
than 1.8 Ib. Do not allow your cat to ingest this
product. Use only a single dose on cats
weighing greater than 20 Ibs. As with any
product, consult your veterinarian before using
this product on debilitated, aged, pregnant or
nursing animals or animals known to be
sensitive to pesticides.

FIRST AID

IF IN EYES:

* Hold eye open and rinse slowly and gently
with water for 15-20 minutes. Remove
contact lenses, if present, after the first
5 minutes. *ie~ ~ontinue rinsing.

e Call a poison control center or doctor for
treatment advice.

IF SWALLOWED:

e Call a poison control center or doctor
immediately for treatment advice. Have the
product label with you when you call the
poison control center or medical
professional.

* Have person sip a glass of water if able
to swallow.

¢ Do not induce vomiting unless told to by a
poison control center or doctor.

e Do not give anything to an unconscious
person.

Have the product container or label with you
when calling a poison control center or doctor
or going for treatment. You may also contact
Rocky Mountain Poison Control at
1-888-767-5023 for emergency medical
treatment information.

SIDE EFFECTS:

Monitor your cat =ftar gpplication. Side
effects may incl gns of application sit
reactions such ... .,.plication site hair loss,
hair change (greasy, clumping ¢ natting) or
redness, inflammation and itching. Other side
effects such as inactivity, vomiting and
inappetance have also been rennrted. If these
or any other side effects occui, _onsult your
veterinarian, your cat’s healthcare expert. For
technical assistance or to report a side effect,
call Elanco at 1-888-545-5973.

DIRECTIONS FOR USE:
It is a violation of Federal law to use this product
in a manner inconsistent with its labeling.

Read the entire label, directions for usgand
frequency of application each time béfose Lising
this product. For external use on cats.anq e
kittens only. oo oo

FREQUENCY OF APPLICATION ceoe

To kill fleas and prevent reinfestations,apply to
cats and kittens 8 weeks ¢ 1ge and glderes
follows: o0 o

HOW TO APPLY o ’ °.

1. Use only on cats and kittens 8 wee'k.s of age
and older and weighing 1.8 Ibs or mgge..é)o
not use more than a single dose nn cats
weighing greater than 20 Ibs.
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2. Remove one applicator tube from the blister
package.

3. Hold applicator tube in an upright position.

4. Press cap down untif it clicks (indicating the
tube has been punctured). Hold upright and
remove cap. Check t¢ e sure thereit n
opening at the tip of tube.

5. Part the hair on the neck at the base of the
head until the skin is visible. Place the tip of
the tube directly above the skin and squeeze
the tube 2-4 times to expel the contents of
the tube directs on the <kin. For best results,
apply at the bass of the 112ad, not between
shoulder blades. Avoid getting the product in
your pet’s eyes or mouth. Treatment at the
base of the head will minimize the
opportunity for the cat to directly lick the
product. Do not allow your cat to ingest this
product. (There may be a small residual
remaining in the tube after a full dose is
expelled.)

6. Discard empty applicator tube in the trash.

Monthly application is recommended to prevent
and treat flea infestations. Cheristin for cats

Swu tS Working in 30 minutes and continues
killing fleas for a full month after application.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by
storage and disposal.

Pesticide Storage:
Store in original package in a cool dry place.

Pesticide Disposal:

Call your Incal solid waste agency or
1-800-C ANUP or equivalent organization
for disposal instructions. Unless otherwise
instructed place in trash. Never pour unused
product down the drain or on the ground.

Container Handling:

If empty: Non-refillable container. Do not
reuse this container. Place in the trash, or
offe or recycling if available.

If partly filled: Call your local solid waste
agency for disposal instructions. Never place
unused product down any indoor or outdoor
drain.

LIMITED WARRANTY AND

LIMITATIONS OF LIABILITY

By using, buying or handling this product, users
or buyers accept the following conditions,
disclaimer of warranties and limitations of
liability. The directions for use of this product
are believed to be adequate and must be
followed carefully. All risks of product use or
handling are assumed by the user or buyer. No
agent of Elanco is authorized to make, extend
or modify any warranties. TO THE EXTENT
CONSISTENT WITH APPLICABLE LAW
ELANCO MAKES NO OTHER WARRANTIES,
EXPRESSED OR IMPLIED, OF
MERCHANTABILITY OR OF FITNESS FOR A
PARTICULAR PURPOSE OR OTHERWISE,
THAT EXTEND BEYOND THE STATEMENTS
MADE ON THIS LABEL. ELANCO DISCLAIMS
ANY LIABILITY WHATSOEVER FOR SPECIAL,
INCIDENTAL OR CONSEQUENTIAL DAMAGES
RESULTING FROM THE USE OR HANDLING
OF THIS PRODUCT. To the extent consistent
with applicable law the exclusive remedy of the
user or buyer for any and all losses, injuries or
damages resulting from the use or handling of
this product, whether in contract, warranty, tort,
negligence, strict liability or otherwise, is limited
to the purchase price paid or ref. _ement of
the product.

Manufactured for

Elanco Animal Health

A Division of Eli Lilly and Company
Indianapolis, IN 46285

EPA Reg No. 72642-10 .oooo.
EPA Est. No. 87859-IL-001 el

Cheristin is a trademark owned or Iicensad..
by Eli Lilly and Company, its subsidiariéee ee
or affiliates. o eoe

PA0BG855AMX

CA4590
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Place sticker on your calendar

as a reminder to apply

Cheristin for cats only to cats

and kittens 8 weeks of age and older.
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2500 Innovation Way February 12, 2013
Greenfield, IN 46140

317.276.2000

U.S. Environmental Protection Agency
Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504P)
Room S4800, One Potomac Yard
2777 Crystal Drive

Arlington, VA 22202

Attn: Mr. Mark Suarez, Project Manager

Subject: Notification of primary brand name per PR Notice 98-10
Product: Spinetoram 11.2% Cat [EPA Reg. No. 72642-10]

Dear Mr. Suarez:

On behalf of Elanco Animal Health, | am submitting for your review this Notification to add the
primary brand name to the subject product. This addition of the new brand name Cheristin ™ for
cats is being done in compliance with the conditions outlined in PRN 88-10.

In addition to this letter, the Notification is comprised of:

e A fully executed Application for Pesticide Registration (EPA form 8570-1)

o Certification statement (included with the 8570-1 form)

e One copy of the stamped approved label dated January 17, 2013

e A copy of the draft label with the changes clearly marked

e A copy of the label containing the new primary brand name
Additionally, Elanco would like to notify EPA of two additional changes to the label. First, the product
registration numbers have been changed from 72642-RN to 72642-10, as directed by the approval
notice dated January 17, 2013. Second, a marketing statement has been removed from the labeling
which stated “kills ac t fleas before they lay eggs,” as this was requested by EPA to be removed
from the list of optional marketing claims. The statements have been identified in the highlighted
version of the old label, and new label reflects the removal of this statement.
If you have any questions or comments, please feel free to contact me at your earliest convenie}\.ce.
If | cannot be reached, please contact Cory Herr, Director of U.S. Regulatory Innovation, at @1.7)..

651-2776 or at herr_cory_t@elanco.com. e oo
Sincerely, TS U B
Aaron Johns&, VM, MS .. Lo
Principal Regulatory Consultant seeeee

Elanco Animal Health oL

Office: 317-276-4021 eo os

Fax: 317-277-4167
Email: ajohnson@elanco.com
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2500 Innovation Way
Greenfield, IN 46140
317.276.2000

RE: Notification of Primary Brand Change [EPA Registration # 72642-10]

Explanation Continued:

“This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40
C 1152.46, and no other changes have been made to the labeling or the confidential
statement of formula of this product. | understand that it is a violation of 18 U.S.C. Sec. 1001 to
willfully make any false statement to EPA. [ further understand that if this notification is not
consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in
violation of FIFRA and | may be subject to enforcement action and penalties under section 12
and 14 of FIFRA.”

(.9

Signature Date /9\ FCL 90 [s
Aaron E. Johnson (
Aaron E. Johnson, DVM, MS "eeedt
Elanco Animal Health se. e,
Principal Consultant, Regulatory Affairs ° oo
(317) 276-0421 ° ottt
(317) 277-4167 (fax) teeete 0 °
ajohnson@elanco.com o e %o’
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Cheristin™ for cats Page 1 of 25
Master Label

NOTIFICATION
Marketing claims: see lists at the end of the draft labels.
Alternative language in (parentheses) MAY 06 2013

CAlI 'ON LABEL

FRONT PANEL

Cheristin™ for cats

spinetoram

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF
FLEA INFESTATIONS

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER)

Marketing claims: see lists at the end of the draft labels.

Picture of Cat or Kitten

ACTIVE INGREDIENT

Spinetoram (CAS# 187166-40-1 & 187166-15-0) .....ccceooceevrveeeennennn. 11.2%
OTHER INGREDIENTS

.................................................................... 88.8%,..
TOTAL 100.0%e0+°
KEE? OUT OF REACH OF CHILDREN . o0t
SEE BACK PANEL FOR PRECAUTIONARY STATEMENTS Seeete
READ ALL DIRECTIONS BEFORE USING THIS PRODUCT
CONTENTS

1,2, 3,4,6,8, 12 - 0.026 fl oz (0.77 ml) applicator

27



Page 2 of 25

BACK PANEL
DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with its
labeling.

General use pesticide. For use only for further manufacture or repacking of a registered
pesticide product for companion animals.

Read the entire label, directions for use and frequency of application each time before using this
product. For external use on cats and kittens only.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION

HAZARDS TO HUMANS

Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water
after handling and before eating, drinking, chewing gum, using tobacco or using the toilet. Avoid
contact with eyes or clothing.

HAZARDS TO DOMESTIC ANIMALS

FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittens less
than eight (8) weeks of age or weighing less than 1.8 Ib. Do not allow your cat to ingest this
prodi . L 2onlyasingle >seon: ‘sweighinggr “than: Ibs. As with any product,
consun your veterinarian betore using the product on aenbilitated, aged, pregnant or nursing
animals or animals known to be sensitive to pesticides.

SIDE EFFECTS:

Monitor your cat after application. Side effects may include signs of application site reactigns such
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflafhisation
and itching. Other side effects such as inactivity, vomiting and inappetanc ave also bgep °,
reported. If these or any other side effects occur, consult your veterinarian, your cat’s healtheare

expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973, * E":'E
:o (X XX deceee

28



Page 3 of 25

FIRST AID
IFIN EYES:
e Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses,
if present, after the first 5 minutes, then continue rinsing.
e Call a poison control center or doctor for treatment advice.

IF SWALLOWED:
) ll'« , oison control center or doctor immediately for treatment advice. Have the product label
with you when you call the poison control center or medical professional.
e Have person sip a glass of water if able to swallow.
e Do not induce vomiting unless told to by a poison control center or doctor.
e Do not give anything to an unconscious person.

Have the product container or label with you when calling a poison control center or doctor or going for

treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency
medical treatment information.

Manufactured for

Elanco Animal Health

A Division of Eli Lilly and Company
Indianapolis, IN 46285

EPA Reg. No. 72642-10
EPA Est. No.
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Page 4 of 25

PACKAGE INSERT LABEL

Cheristin™ for cats

spinetoram

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF
FLEA INFESTATIONS

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND C JER)

ACTIVE INGREDIENT
Spinetoram [CAS# 187166-40-1 & 187166-15-0] ................ 11.2%
OTHER INGREDIENTS ... 88.8%
TOTAL 100.0%

KEEP OUT OF REACH OF CHILDREN

CAUTION

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION

HAZARDS TO HUMANS
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and ¢ajef,
after handling and before eating, drinking, chewing gum, using tobacco or using the toilfkt. A\/Old
contact with eyes or clothing.

HAZARDS TO DOMESTIC ANIMALS o« oo
FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittenSeless’
than eight (8) weeks of age or weighing less than 1.8 Ib. Do not allow your cat to ingest thig
product. Use only a single dose on cats weighing greater than 20 Ibs. As with any proddet.,...
consult your veterinarian before using the product on debilitated, aged, pregnant or nursmg

animals or animals known to be sensitive to pesticides. ‘es’e

SIDE EFFECTS:

Monitor your cat after application. Side effects may include si s of application site reactions such
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflammation
and itching. Other side effects such as inactivity, vomiting and inappetance have also been
reported. If these or any other side effects occur, consult your veterinarian, your cat’s healthcare
expert. For technical assistance or to report a side € 2ct, call Elanco at 1-888-545-5973.
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Page 5 of 25

FIRST AID

IF | EYES:
e Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove
contact lenses, if present, after the first 5 minutes, then continue rinsing.
e Call a poison control center or doctor for treatment advice.

IF SWALLOWED:
¢ Call a poison control center or doctor immediately for treatment advice. Have the product
label with you when you call the poison control center or medical professional.
Have person sip a glass of water if able to swallow.
¢ Do not induce vomiting unless told to by a poison control center or doctor.
Do not give anything to an unconscious person.

Have the product container or label with you when calling a poison control center or doctor or
going for treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023
for emergency medical treatment information.

DIRECTIONS FOR USE:
It is a violation of Federal law to use this product in a manner inconsistent with its
labeling.

General use pesticide. For use only for further manufacture or repacking of a registered
pesticide product for companion animals.

Read the entire label, directions for use and frequency of application each time before using this
product. For external use on cats and kittens only.

FREQUENCY OF APPLICATION
To kill fleas and prevent reinfestations, apply to cats and kittens 8 weeks of age and olé& :r:al:s
follows: e o
HOW TO APPLY . sesses
1. Use only on cats and kittens 8 weeks of age and older and weighing 1.8 lbs or thore. Do “2:::
not use more than a single dose on cats weighing greater than 20 Ibs. :"“. veses
Remove one applicator tube from the blister package. o esoee’

2.

3. Hold applicator tube in an upright position.

4. Press cap down until it clicks (indicating the tube has been punctured). Hold upng'ht and
remove cap. Check to be sure there is an opening at the tip of tube.

5. Part the hair on the neck at the base of the head until the skin is visible. Place thb'tlb‘of
the tube directly above the skin and squeeze the tube 2-4 times to expel the contents of
the tube directly on the skin. For best results, apply at the base of the head, not
between the shoulder blades. Avoid getting the product in your pet’s eyes or mouth.
Treatment at the base of the head will minimize the opportunity for the cat to directly lick
the product. Do not allow your cat to ingest this product. (There may be a small residual
remaining in the tube after a full dose is expelled.)

31



Page 6 of 25
6. Discard empty applicator tube in the trash.

Picture/drawing Picture/drawing Picture/drawing
of opening the of parting the of applying the
tube. hair on neck product.

base of head.

Monthly application is recommended to prevent and treat flea infestations. Cheristin™ for cats
starts working in 30 minutes and continues killing fleas for a full month after application.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage and disposal.

Pesticide Storage:
Store in original package in a cool dry place.

Pesticide Disposal:

Call your local solid waste agency or 1-800-CLEANUP or equivalent organization for disposal
instructions. Unless otherwise instructed place in trash. Never pour unused product down the
drain or on the ground.

Container Handling:

If empty: Non-refillable container. Do not reuse this container. Place in the trash, or offer for
recycling if available.

If partly filled: Call your local solid waste agency for disposal instructions. Never place unused
product down any indoor or outdoor drain.

LIMITEDV \RRANTY AND LIMITATIONS OF LIABILITY coss
By using, buying or handling this product, users or buyers accept the following conditiorfses«®
disclaimer of warranties and limitations of liability. The directions for use of this product asg =,
believed to be adequate and must be followed carefully. All risks of product use or hand#ingrare
assumed by the user or buyer. No agent of Elanco is authorized to make, ex3engt or modify*any
warranties. TO THE EXTENT CONSISTENT WITH APPLICABLE LAW ELANCO I\/IAKES-AFG
C I WARRANTIES, EXPRESSED OR IMPLIED, OF MERCHANTABILIT\?:(:)F} OF , ..

F SS FOR A PARTICULAR PURPOSE OR OTHERWISE, THAT EXTEND,BEYOND.THE
S :MENTS MADE ON THIS LABEL. ELANCO ISCLAIMS ANY LIABILITY: WHATSOEVER
FOR SPECIAL, INCIDENTAL OR CONSEQUENTIAL DAMAGES RESULTING FROM THE,:.
USE OR HANDLINC DF THIS PRODUCT. To the extent consistent with applicable law the .
exclusive remedy of the user or buyer for any and all losses, injuries or damages resulting frop
the use or handling of this product, whether in contract, warranty, tort, negligence, strict liability
or otherwise, is limited to the purchase price paid or replacement of the product.

32




Manufactured for

Elanco Animal Health

A Division of Eli Lilly and Company
Indianapolis, IN 46285

EPA Reg. No. 72642-10
EPA Est. No.

Page 7 of 25
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Applicator Labeling
Cheristin™ for cats
Spinetoram 11.2%
Cats and Kittens 8 weeks & older
0.02¢ 1oz (0.77 mL)
EPA Reg. No 72642-10
CAUTION
Keep Out of Reach of Children
Read Entire Label Before Use
ELANCO
Lot No.

34



Page 9 of 25
Blister Labeling
Cheristin™ for cats
Spinetoram 11.2%
For Cats and Kittens 8 weeks of age (and older)
0.026 fl oz (0.77 mL)
EPA Reg. No 72642-
CAUTION
Keep Out of Reach of Children
Read Entire Label Before Use
ELANCO
Lot No.
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(Calendar) Reminder Stickers

Page 10 of 25

Place stickers on your calendar as a reminder to apply Cheristin™ for cats only to cats and

kittene R wiaalke Af ana and Aldar
Visi
is ti sats.

Graphic of calendar

to sign up and receive an email reminder 11uin your cat when it

Month 1 Month 2 Month 3 Month 4 Month 5 Month 6
(Graphic) (Graphic) (Graphic) (Graphic) (Graphic) (Graphic)
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Optional Marketing Claims
Once-a-month
Topical
Topical Solution
Single topical (spot-on) application
For the prevention and treatment of flea infestations [Ctenocephalides felis] on cats (and
kittens) 8 weeks of age or older only
Kills fleas
(Fast Acting) kills fleas on cats within 8 hours
(Fast Acting) starts killing fleas in 30 minutes
(Fast Acting) starts working in 30 minutes
Kills fleas which may cause flea allergy dermatitis (FAD)
(Long Lasting) one treatment prevents further flea infestations through 6 weeks
(Long Lasting) one treatment remains effective through 6 weeks
(Long Lasting) remains effective through 6 weeks
Fragrance-free
Quick-drying
Non-greasy
Formulated (exclusively) for cats and kittens 8 weeks of age (and older)
Kills fleas that may carry and transmit Rickettsia felis and Rickettsia typhi, Francisella
tularensis
Kills fleas that may carry anc -ansmit bartonellosis, tapeworm and tularemia
For indoor and outdoor cats and kittens
Kills fleas that may cause anemia
Long-lasting flea control through 6 weeks
The primary target of action of spinetoram on insects is an activation of nicotinic
acetylcholine receptors (nAChRs).
Spinetoram does not interact with known insecticidal binding sites of other nicotinic or
GABAergic insecticides such as neonicotinoids, fiproles, milbemycins, avermectins, and
cyclodienes.
Insects in contact with spinetoram show involuntary muscle contractions and tremors
resulting from activation of motor neurons.
Prolonged spinetoram-induced hyperexcitation results in prostration and paralysis
resuiting in death of fleas.

Topical application ®ee ,-
One size for all cats/ kittens 8 weeks of age and olde Hnly. .

One (applicator tube, size, package, dose, treatment, application) treats all (any)-snze(s)
of cats and kittens 8 weeks of age and older only. sevses

6 Pack y * seeete
Single Pack (Single dose, individual dose) ey L L
Topical flea treatment veses *esee’
Convenient cotes’ .
Easy to apply (easy to use) :...2.
Spinetoram, the active ingredient in Cheristin™ for cats, is a member of the splnosyn .
class of pesticide *es’es
Protects cats and kittens 8 weeks of age (and older) (all sizes) from fleas (for one
month)

One size application is effective for all (any) sizes (weight ranges) of cats and kittens 8
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weeks of age (and older) only

(Flea infestations may vary) Monthly treatment (year-round) is recommended for optimal
control and prevention of fleas

Satisfaction Guaranteed (Call 1-888-545-5973 if you have any questions.)
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Cheristin™ for cats

Page 13 of 25
Sub-Label #1 Residential

Marketing claims: see lists at the end of the draft labels.
Alternative | guage in (parentheses)

CARTON LABEL

FRONT PANEL

Cheristin™ for cats

spinetoram

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION , ID TREATMENT OF
FLEA INFESTATIO 5

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER)

Marketing claims: see lists at the end of the draft labels.

Picture of Cat or Kitten

ACTIVE INGREDIENT

Spinetoram (CAS# 187166-40-1 & 187166-15-0) .....ccccveueerceenneen. 11.2%
OTHER INGREDIENTS '

TOTAL 100.0%

KEEF OUT OF REAC.. OF CHILDREN -

CA JTIOM e,

SEE BACK PANEL FOR PRECAUTIONARY ! 'ATEMENTS:°*, -3:-'
READ ALL DIRECTIONS BEFORE USING THIS PRODUCT
CONTENTS *ee®el

1,2,3,4,6,8, 12 -0.026 fl oz (0.77 ml) applicator
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BACK PANEL
DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with its
labeling.

More detailed directions for use are included in the box. Read the entire label, directions for use
and frequency of application each time before using this product.

For prevention and treatment of fleas, par. uie hair on the neck at the base of the head and
apply the contents of the applicator tube to a single spot on the skin of the cat. Do not apply on
the surface of the cat’s hair coat. Place the empty applicator tu :in the trash.

Monthly application is recommended to prevent and treat flea inf tations. Cheristin™ for cats
starts working in 30 minutes and continues killing fleas for a full month after application.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION

HAZARDS TO HUMANS

Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water
after handling and before eating, drinking, chewing gum sing tobacco or using the toilet. Avoid
contact wi eyes or clothing.

HAZARDS TO DOMESTIC ANIMALS

FOR USE ON CATS AND KITTENS ONLY. For extern use only. Do not use on kittens less
than eight (8) weeks of age orv 'ghing less than 1.8 Ib. Do not allow your cat to ingest this
product. Use only a single dose on cats weighing greater than 21 bs. As with any product,
consult your veterinarian before using the product on debilitated, aged, pregnant or nursing
animals or animals known t¢ e sensitive to pesticides.

SIDE EFFECTS:

Monitor your cat after application. Side effects may include signs of application site reactions such
as application sitt air loss, hair change (greasy, clumping or matting) or redness, mflammatlon
and itching. Other side effects such as inactivity, vomiting and inappetance have also beéﬁ
reported. If these or any other side effects occur, consult your veterinarian, your cat’s he.aJthqare
expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973; *..°
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FIRST AID
IFIN EYES:

¢ Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses,
if present, after the first 5 minutes, then continue rinsing.

e Call a poison control center or doctor for treatment advice.

IF SWALLOWED:
s Call a poison control center or doctor immediately for treatment advice. Have the product label
with you when you Il the poison control center or medical professic. .....

e Have person sip a glass ¢ vater if able to swallow.
Do notinc ;e vomiting unless told to by a poison control center or doctor.
Do not give anything to an unconscious person.

Have the product container or label with you when calling a poison contr.  zenter or doctor or going for

treatment. You may also contac 1ocky Mountain Poison Control at 1-888-767-5023 for emergency
medical treatment information.

Manufactured for

Elanco Animal Health
A Division of Eli Lilly  d Company
Indianapolis, IN 46285

EPA Reg. No. 72642-10
EPA Est. No.
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FIRST AID

IF IN EYES:
¢ Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses,
if present, after the first 5 minutes, then continue rinsing.
o Call a poison control center or doctor for treatment advice.

IF SWALLOWFD:
¢ wudll a paison control center or doctor immediately for treatment advice. Have the product label
with you when you call the poison control center or medical professional.
e Have person sip a glass of water if able to swallow.
Do not induce vomiting unless told to by a poison control center or doctor.
¢ Do not give anything to an unconscious person.

Have the product container or label with you when calling a poison control center or doctor or going for
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency
medical treatment information.

DIRECTIONS FOR USE:
Itis a violation of Federal law to use this product in a manner inconsistent with its labeling.

Read the entire label, directions for use and frequency of application each time before using the product.
For external use on cats and kittens only.

FREQUENCY OF APPLICATION
To kill fleas and prevent reinfestations, apply to cats and kittens 8 weeks of age and older as follows:

HOW TO APPLY

1. Use only on cats and kittens 8 weeks of age and older and weighing 1.8 Ibs or more. Do not
use more than a single dose on cats weighing greater than 20 Ibs.

2. Remove one applicator tube from the blister package.

3. Hold applicator tube in an upright position.

4. Press cap down until it clicks (indicating the tube has been punctured). Hold upright ®nd
remove cap. Check to be sure there is an opening at the tip of tube. ceee

5. Part the hair on the neck at the base of the head until the skin is visible. Place the “tiy pf the
tube directly above the skin and squeeze the tube 2-4 times to expel thg gantents of the tube
directly on the skin. For best results, apply at the base of the head, ndt bétveen shouider
blades. Avoid getting the product in your pet’s eyes or mouth. Treatmentsakthe base of the
head will minimize e opportunity for the cat to directly lick the product. Dernot alipw Yawur cat
to ingest this product. (There may be a small residual remaining in the’f§38 after a'ﬂ.l'll'dose is
expelled.) reees

6. Discard empty applicator tube in the trash. :"‘:'
Picture/drawing Picture/drawing Picture/drawing e
of opening the of parting the of applying the
tube. hair on neck at product.
base of head.
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Applicator Labelin

Cheristin™ for cats
Spinetoram 11.2%

Cats and Kittens 8 weeks & older
0.026 fl 0z (0.77 mL)
EPA Reg. No 72642-10

CAUTION
Keep Out of Reach of Children

Read Entire Label Before Use
ELANCO

Lot No.

Page 19 of 25
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Blister Labeling
Cheristin™ for cats
Spinetoram 11.2%
For Cats and Kittens 8 weeks of age (and older)
0.026 fl oz (0.77 mL)
EPA Reg. No 72642-10
CAUTION
Keep Out of Reach of Children
Read Entire Label Before Use
ELANCO
Lot No.
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(Calendar) Reminder Stickers

Place stickers on your calendar as a reminder to apply Cheristin™ for cats only to cats and kittens 8
weeks of age and older.

Visi 0 sign up and receive an email reminder from your cat whe tis time to
rece

Graphic of calendar

Month 1 fonth2 Month 3 Month 4 P inth5 Month 6
(Graphic) (Graphic) (Graphic) (Graphic) (Graphic) (Graphic)
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Optional Marketing Claims
Once-a-month
Topical
Topical Solution
Single topical (spot-on) application
For the prevention and treatment of flea infestations [Ctenocephalides felis] on cats (and kittens) 8
weeks of age or older only
" as
(Fast Acting) kills fleas on cats within 8 hours
(Fast Acting) starts killing fleas in 30 minutes
(Fast Acting) starts working in 30 minutes
Kills fleas which may cause flea allergy dermatitis (FAD)
(Long Lasting) one treatment prevents further flea infestations through 6 weeks
(Long Lasting) one treatment remains effective through 6 weeks
(Long Lasting) remains effective through 6 weeks
Fragrance-free
Quick-drying
Non-greasy
Formulated (exclusively) for cats and kittens 8 weeks of age (and older)
Kills fleas that may carry and transmit Rickettsia felis and Rickettsia typhi, Francisella tularensis
Kills fleas that may carry and transmit bartonellosis, tapeworm and tularemia
For indoor and outdoor cats and kittens
Kills fleas that may cause anemia
Long-lasting flea control through 6 weeks
The primary target of action of spinetoram on insects is an activation of nicotinic acetylcholine
receptors (NnAChRs).
Spinetoram does not interact with known insecticidal binding sites of other nicotinic or GABAergic
insecticides such as neonicotinoids, fiproles, milbemycins, avermectins, and cyclodienes.
Insects in contact with spinetoram show involuntary muscle contractions and tremors resulting
from activation of motor neurons.
Prolonged spinetoram-induced hyperexcitation resuits in prostration and paralysis resulting in
death of fleas.
Topice pplication
One size for all cats ittens 8 weeks of age and older only.
One (applicator tube, size, package, dose, treatment, application reat: 1l (any) size(s) of cats
and kittens 8 we: s of age and older only.

6 Pack %%
Single Pack (Single dose, individual dose) Lo
Topical flea treatment ¢ %’
Convenient secsee .
Easy to apply (easy to use) * ¢ :...:.
Spinetoram, the active ingre ent in Cheristin™ for cats, is a member of thespmosyq cqus of
pesticide cecne ®etes’

Protects cats and kittens 8 weeks of age (and older) (a izes) from fleas {iGr@iie monthy

One size application is effective for all (any) sizes (weight range of cats and klttensza Weeks of
age (and older) only

(Flea infestations may vary) Monthly treatment (year-round) is recommended for optmal'control
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and prevention of fleas
Satisfaction Guaranteed (Call 1-888-545-5973 if you have any questions.)
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Sub-label #2 Commercial

(label to be placed near discharge control valve, this statement can be removed from printed label)

Cheristin™ for cats

spinetoram
AC VE INGREDIENT
Spinetoram [CAS# 187166-40-1 & 187166-15-0] ................ 11.20%
OTHER INGREDIENTS ..ot s 88.80%

TOTAL 100.00%
KEEP OUT OF REACEH )F CHILDREN

CAUTION

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

Harmful if swallowed. Ce ses moderate eye irritation. Wash thoroughly with soap and water after
handling and before eating, drinking, chewing gum or using tobacco or using the toilet. Avoid contact with
eyes or clothing.

ENVIRONMENTAL IAZARDS

This product is toxic to aquatic invertebrates. Do not discharge effluent containing this product into lakes,
streams, ponds 3stuaries, oceans or other waters ''~laes in accordance with the requirements of a
National Pollutant Discharge Elim  on System (N. .3 )ermit and the permitting authority has been
notified in writing prior to discharg )o not discharge effluent contain | this product to sewer systems
without previously notifying the local sewage treatment plant authority ‘or guidance contact your State
Water Board or Regional Office of the EPA.

FIRST AID
IF IN EYES:
e Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses,
if present, after the first 5 minutes, then continue rinsing.
e (Call a poison control cente r doctor for treatment advice.
L J

IF SWALLOWED: PR
o Call a poison control center or doctor immediately for treatment advice. Have the prod’uct Iabel
with you when you call the poison control center or medical professional. . %’
e Have pers sip a glass of water if able to swallow. sreses .
Do notinc 2 vomiting unless told to by a poison control center or doctors ° * Yeonne
¢ Do not give anything to an unconscious person. '"::: : .

Have the product container or label with you when calling a poison control center.qn‘dot:tor or gging for
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emer'gency
medical treatment information.
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DIRECTIONS FOR USE:
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

General use pesticide. For use only for the further manufacture or repacking of a registered
pesticide product for companion animals.

STORAGE AND DISPOSAL:

Do not contaminate water, food or feed by storage and disposal.

Pesticide Storage: Store in original package only. In case of leak or spill, contain material with
absorbent materials and dispose as waste.

Pesticide Disposal: Waste resulting from the use of this product may be disposed of on site or
at an approved waste disposal facility. Never pour unused product down the drain or on the
ground.

Container Handling: Refillable container. Refill this container with pesticide only. Do not
reuse this container for any other purpose. Cleaning the container before final disposal is the
responsibility of the person disposing of the container. Cleaning before refilling is the
responsibility of the refiller. To clean the container before final disposal, empty the remaining
contents into manufacturing process or appropriate waste collection system. Fill the container
about 10% full with water, and if possible, spray all sides while adding water. If practical, agitate
vigorously or recirculate water with the pump for 2 minutes. Pour or pump rinsate into a waste
collection system. Repeat this rinsing procedure two more times. Then offer for recycling if
available or puncture and dispose of in a sanitary landfill, or by other procedures allowed by
state and local authorities.

Manufactured for

Elanco Animal Health

A Division of Eli Lilly and Company
Indianapolis, IN 46285

EPA Reg. No. 72642-10
EPA Est. No. 70996-CAN-002

NET CONTENTS:
(may be completed by manual entry)

























Spinetoram 11.2% Cat Page 1 of 26
Master Label

Marketing claims: see lists at the end of the draft labels.
Alternative language in (parentheses)

CARTON LABEL

FRONT PANEL

Spinetoram 11.2% Cat

spinetoram

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVE!I 1ON AND TREATMENT OF
FLEA INFESTATIONS

| ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER)

Marketing claims: see lists at the end of the draft labels.

Picture of Cat or Kitten

ACTIVE INGREDIENT

Spinetoram (CAS# 187166-40-1 & 187166-15-0) ...........ccc.cceee 11.2%
O IERINGREDIENTS .....cccooiiiiiiii i 88.8%
TOTAL 100.0%

KEEP OUT OF REACH OF CHILDREN
CAUTION

SEE BACK PANEL FOR PRECAUTIONARY STATEMENTS

READ ALL DIRECTIONS BEFORE USING THIS PRODUCT

CONTENTS

1,2,3,4,6,8,12~-0.026 fl oz (0.77 ml) applicator
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FIRST AID
IF IN EYES:

e Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove cor ct lenses,

if present, after the first 5 minutes, then continue rinsing.
e Call a poison control center or doctor for treatment advice.

IF SWALLOWEL
e Call a poison control center or doctor immediately for treatment advice. Have the product label
with you when you call the poison control center or medical professional.
Have person sip a glass of water if able to swallow.
Do not induce vomiting unless told to by a poison control center or doctor.
Do not give anything to an unconscious person.

Have the product container or label with you when calling a poison control center or doctor or going for
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency
medical treatment information.

Manufactured for

Elanco Animal Health

A Division of Eli Lilly and Company
Indianapolis, IN 46285

EPA Reg. No. 72642-RN
A7 L No.
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Applicator Labeling

Spinetoram 11.2% Cat
Spinetoram 11.2%

Cats and Kittens 8 weeks & older
EPA Reg. No 72642-RN

CAUTION
Keep Out of Reach of Children

Read Entire Label Before Use
ELANCO

Lot No.

Page 8 of 25
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Blister Labeling

Spinetoram 11.2% Cat
Spinetoram 11.2%
For Cats and Kittens 8 weeks of age (and older)
0.026f __ ... . ._,

EPA Reg. No 72642-RN

CAUTION
Keep Out of Reach of Children

Read Entire Label Before Use
ELANCO

Lot No.
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(Calendar) Reminder Stickers

Place stickers on your calendar as a reminder to apply Spinetoram 11.2% Cat for cats and
kittens 8 weeks of age and older.

Visi 0 sign up and receive an email reminder from your cat when it is time to
rec . 2% Cat.
G._-1.- -. __.2ndar
Month 1 Month 2 Month 3 Month 4 Month 5 Month 6
(Graphic) (Graphic) (Graphic) (Graphic) (Graphic) (Graphic)
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weeks of age (and older) only

(Flea infestations may vary) Monthly treatment (year-round) is recommended for optimal
control and prevention of fleas

Satisfaction Guaranteed (Call 1-888-545-5973 if you have any questions.)
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Spinetoram 11.2% Cat Page 13 of 25

Sub-Label #1 Residential

Marketing claims: see lists at the end of the draft labels.
Alternative language in (parentheses)

CARTON LABEL

FRONT PANEL

Spinetoram 11.2% Cat

spinetoram

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF

FLEA INFESTATIONS

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER)

Marketing claims: see lists at the end of the draft labels.

Yicture 0. Cat or Kitten

ACTIVE INGREDIENT

Spinetoram (CAS# 187166-40-1 & 18 66-15-0) ...........coevveinennne 11.2%
OTHER INGREDIENTS ..o 88.8%
TOTAL 100.0%

KEEP OUT OF REACH F CHILDREN
CAUTION

SEE BACK PANEL FOR PRECAUTIONARY STATI AENTS
READ ALL DIRECTIONS BEFORE USING THIS PRODUCT
CONTENTS

1,2,3,4,6,8,12—1 )26 fl oz (0.77 ml) applicator
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FIRST AID
IF IN EYES:
¢ Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses,
if present, after the first 5 minutes, then continue rinsing.
« Call a poison control center or doctor for treatment advice.

IF SWALLOWED:

~_ e _ e m e e BV oA N &t AT_ & _ 0. £ A A & . 0 NN Al . . A.._&0_0 ’\'

Wl I yuu wIiieil yuu vall UIe PUIDVIT LUITRIVI LEIHILST Ui TTTUival PIVIiesaiviial.
¢ Have person sip a glass of water if able to swallow.
e Do not induce vomiting unless told to by a poison control center or doctor.
* Do not give anything to an unconscious person.

Have the product container or label with you when calling a poison control center or doctor or going for
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency
medic: eatment information.

Manufactured for

Elanco Animal Health

A Division of Eli Lilly and Company
Indianapolis, IN 46285

EPA Reg. No. 72642-RN
EPA Est. No.
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Applicator Labeling

Spinetoram 11.2% Cat
Spinetoram 11.2%

Cats and Kittens 8 weeks & older
N N2R Al A7 (N 77 mL)
EPA Reg. No 72642-RN

CAUTION
Keep Out of Reach of Children

Read Entire Label Before Use
ELANCO

Lot No.

Page 19 of 25
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Blister Labeling

Spinetoram 11.2% Cat
Spinetoram 11.2%
For Cats and Kittens 8 weeks of age (and older)
0.0261. .. (0.77 ...,
EPA Reg. No 72642-RN

CAUTION
Keep Out of Reach of Children

Read Entire Label Before Use
ELANCO

Lot No.

78



Page 21 of 25

(Calendar) Reminder Stickers

Place stickers on your calendar as a reminder to apply Spinetoram 11.2% Cat for cats and kittens 8
weeks of age and older.

Visi '0 sign up and receive an email reminder from your cat when it is time to receive
Spinewiam 11.270 vat.

wrap v vi varlGnudl

Month 1 Month 2 Month 3 Month 4 Month 5 Month 6
(Graphic) (Graphic) (Graphic) (Graphic) (Grap ) (Graphic)
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and prevention of fleas
Satisfaction Guaranteed (Call 1-888-545-5973 if you have any questions.)

Page 23 of 25
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MEMORANDUM:

From: Kevin Sweeney, Senior Entomologist ',

Date: January 10, 2013
Subject: PRODUCT PERFORMANCE DATA EVALUATION RECORD

DP barcode: 404873

Decision no.: 466770

Submission no: 919462

Action code: R310

Product Name: Spinetoram 11.2% Cat

EPA Reg. No or File Symbol: 72642-RN

Formulation Type: RTU pet spot-on

Ingredients statement from the label with PC codes included: 11.2 % spinetoram (PC
codes: 11009 & 11008)

Use pattern: Topical cat spot-on for cats weighing more than 1.8 lbs.

Application rates of product/active ingredient: One tube per cat (0.026 fl 0z/0.77ml).
(Efficacy testing was done with 0.70 ml dose)

OCSPP Guideline: 810.3300

I. Action Requested: Review label and submitted efficacy data.

I1. Background: The registrant submitted a new cat spot-on product that they claim is
substantially similar to EPA Reg. No. 72642-9. The product specific efficacy data were
submitted for fleas only as that is the only pest on the proposed label.
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37 days. The other studies showed up to 37 days of control.

The four bulleted claims referring to: mode of action; lack of interaction with other
pesticides; ...activation of motor neurons; and hyper-excitation resulting in prostration
and paralysis of fleas; were not evaluated in these studies. I default to the risk manager
and/or PM to detenr ne if these claims are true and appropriate for consumer product
labeling.
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TASK 2 DATA EVALUATION RECORD

STUDY TYPE: Product Performance

MRID 488758-07. D.R. Young. Application to Register Spinetoram 11.2% Cat: A Once
Monthly Topical for the Prevention and Treatment of Flea Infestation on Cats and Kittens,
.ight Weeks and Older. June 11, 2012.

OCSSP 810.3300 (Treatments to Control Pests of Humans and Pets)

Praduct Name: Spinetoram 11.2% Cat
Era Reg. No. or File Symbol: 72642-RN
Decision number: 466770

DP number: 404873

Prepared for

Registration Division (7505)

Office of Pesticide Programs

U.S. Environmental Protection Agency
Washington, DC 20460

Prepared by
Summitec Corporation
Task Order No.: 2-90

Primary Reviewer:
..obert H. Ross, M.S. Signature: W '\ . ‘(-QM_

Date:
Secondary Reviewers: DEC 2772012 AE
Gene Burgess, Ph.D. Signature: (S—ﬁﬂ f E)( M%"Qé )
Date:

— BECI-T M —

Robert H. Ross, M.S. Program Manager Signaturezﬁ%ﬁilk&q_
Date: EC 97 2012

Quality Assurance: .

Angie Edmonds, B.S. Signature: ‘QG%GW
Date:

Disclaimer

This review may have been altered subsequent to the contractors’ signatures above.

Summitec Corp. for the U.S. Environmental Protection Agency under Contract No. EP-W-11-014
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DATA EVALUATION RECORD

[EPA Primary Reviewer’s Name]

STUDY TYPE:

MRID:

DP BARCODE:

DECISION NO:

SUBMISSION NO:

SPONSOR:

TESTING FACILITY:

STUDY DIRECTOR:

SUBMITTER:

STUDY COMPLETED:

PRODUCT PERFORMANCE: OCSSP 810.3300
(Treatments to Control Pests of Humans and Pets)

488758-07. D.R. Young. Application to Register
Spinetoram 11.2% Cat: A Once Monthly Topical for the
Prevention and Treatment of Flea Infestation on Cats and
Kittens, Eight Weeks and Older. June 11, 2012.

404873

466770

919462

Elanco Animal Health
2500 Innovation Way
Greenfield, IN 46140

Young Veterinary Research Services
213 South Roselawn Avenue
Turlock, CA 95380-9124

David R. Young, D.V.M., Ph.D.

Katherine A. Meyer
Elanco Animal Health

11/06/2012
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CONFIDENTIALITY
CLAIMS:

GOOD LABORATORY
PRACTICE:

TEST MATERIAL:

PROPOSED LABEL
MARKETING CLAIMS:

None

The following 1s & detailed description of lt diff b the practices used in the study
and those required by 40 CFR 160:

1 The method used to assay the GLP vehicle control (EAH-FEB-12-P01} and tent substance
(EAH-FEB-12-003) lots was not fully valsdated bofore study initiation. On 14 February
2012, the GLP method validation (Study No. 68306, Method Validstion for the
Quantitation of 11.2% wi/wt Spinetoram J and L in Fermulation) was initiated and the lab
phase was completed on 30 Apnil 2012. Furthermore, ABC Lab QAU completed the raw
data review of the method validation on1S May 2012, The method validation was in
progress when the material was originallyass @ of the QAU
review the GLP CoA's were issued for both ks cbi-voo-1i-c vs aa ariH-FEB-12-003.
These two GLP lots were used o validate the method. The final assay result of lot EAH-
FEB-12-003 after the method was validated dsd not change.

2 Data entry and statistical analysia of the daia was performed by ClinData Services, Inc.
who are complisnt with GCP (Good Clinical Practices) and HIPAA standards. The dsta
management software used is fully comphant with 21 CFR Part 11 standards for data
uitegrity, confidentiality and security. The statistical anatysis was performed using SAS
software, which it rcognized aa an industry stendsrd system. Ahbough CliaDsta Services
doez et have 8 Quality Assurance unit to qualify the sctual transformations performed, the
quality review which was conducted for this study by ClinData Services persamnel was per
their Jocal procedures,

3 The commercial feline ration and the dnicking water used in the study were not analyzed
under GLP standards.

These exceptions would not be expected to adversely impact the conduct of the study.

PRODUCT NAME: Spinetoram 11.2% Cat

EPA REGISTRATION NUMBER OR FILE SYMBOL:
72642-RN

ACTIVE INGREDIENT NAME: Spinetoram
CHEMICAL NAME: Not given

Al %: 11.2%

PC CODEs: 110008 and 110009

CAS NO.: 187166-40-1 and 187166-15-0
FORMULATION TYPE: Spot on

PRODUCT APPLICATION RATE(S) : One tube (0.026 {1
0z; 0.77 ml)

ACTIVE INGREDIENT APPLICATION RATE(S): Not
given

Kills fleas within 8 hours. Starts killing fleas in 30
minutes. One treatment prevents further flea infestations
for up to 7 weeks.

STUDY REVIEW

Purpose: To confirm the effectiveness of 0.7 ml 11.2% in cats experimentally infested with adult

cat fleas.
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MATERIALS AND METHODS

Test Location: In laboratory of Bertek, Inc., Greenbier, AR

Test Material(s): Spinetoram 11.2%, 0.70 ml — same as product label except test material volume
was 0.07 ml less than label amount of 0.77 ml

Test Species Name, Life Stage, Sex and Age: Adult cat flea (Ctenocephalides felis)

Describe test containers, chambers and/or apparatus (include site description and location)

and how experiment was conducted: Table 1 provides details on experimental animals and
Table 2 gives the schedule of events. Cats were house 1dividually in cage ind treated cats were
not housed directly over control cats. Treatments were administered once topically at the base of
the skull after parting each animal’s hair. The inclusion criteria were as follows:

¢ Cats were able to maintain at least 30 % of the experimental flea infestations
applied during the pre-treatment period for ranking and allocation.

¢ Cats had a hair coat and disposition that allowed for complete and thorough
combing to remove all fleas during the comb counting procedure.

o Cats were in good health.

Table 1. Animal Demographics

Parameter Spinetoram | Vehicle Control | p-value*
Animal Source+ Site Colony 8 (100.0%) 8 (100.0%)
Breed Catcgory+ | Crossbred 8 (100.0%) 8 (100 Ny
Approx. Age N 8 ¥ 0.4106
(months)
Mean (SD) 103.13 (38.38) 85.50 (44.50)
Median 101.50 70.00
Min, Max 58.00, 184.00 36.00, 160.00
Gender Female Intact 4 (50.0%) 3(37.5%) 0.8042
Female Spayed 2 (25.0%) 1(12.5%)
Male Intact 1 (12.5%) 3 (37.5%)
Male Neutered 1(12.5%) 1 (12.5%)
Hair Length Short 6 (75.0%) 6 (75.0%) 1.0000
Long 2 (25.0%) 2 (25.0%)
Completed Study ”“ 8 (100.0%) 8 (100.0%) 1.0000

¢ P-values for categonics! variables denived by Fisher's Exact (2-ml) test.
P-valucs for continuous vanablcs dervved by anatysis of vanance with treatment 8s tactor
+ NOTE: P-values for Animal Source and Breed Category were not calculated as sli snimals were obtained from the same source and

samc breod category
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Table 2. Schedule of Events

Schedule of Events
Study Day Activities
Receipt and/or identification of animals suitable for inclusion in study.
-1410-10 | Begin daily general health observations of all cats. Bathe and groom cats.
Conduct physical exams.
9 Infest at least 20 cats with approximately 100 fleas.
5 Comb count 48 hours after infestation. Weigh cats. Allocate 16 cats to
treatment groups.
-1 Inf~t ~~4= 3= Hesk sreatment groups with app-~~imat=ly 100 fleas.
0 (am) Administer treatinents m the morming
Post treatment Observations
1.7 Aesthetic Observations
2 Flea comb count
7 Flea Infest
9 Flea comb count
14 Flea Infest
16 Flea comb count
21 Flea Infest
23 Flea comb count
28 Flea Infest
30 Flea comb count
35 Flea Infest
37 Flea comb count

List the treatments including untreated control :

Study Days for Flea Infestations
and Comb Counts
Treatment Infestations
Group Dose Rate (Day) Comb Counts
0.7 ml of Spinetoram Approximately 48 hours
| 11.2% (wt/wt) Topical -1,7, 14, 21, 28 | after treatment (Study
Formulation applied on | and 35 ay 2) or infestation (Study
Study Day 0 ays 9, 16,23,30and 37)
Approximately 48 hours
. . -1, 7, 14, 21, 28 | after treatment (Stud
2 0.7 ml of Vehicle Control and 35 ay 2) or mfcst(ationy(Smdy
Days 9, 16, 23, 30 and 37)
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Number of replicates per treatment: 8

Number of individuals per replicate: 1

Length of exposure to treatment (time in seconds, minutes ¢

Were tested specimens transferred to clean containers? NA

Experimental conditions (state

lative humidity, ter

w0urs): 37 days

con lions witha 2:12 light:dark cycle

Data or endpoints collected/recorded: Live fleas counts on days 2, 9, 16, 23, 30, and 37

Data analysis: Geometric and arithmetic mean live flea counts

RFESULTS

As shown in Tables 3 and 4, the test product was very effective.

Table 3. Geometric Mean Live Flea Counts and Calculated Percent Efficacy

ierature, and photoperiod): Laboratory

Count Day Vehicle Control Spinetoram Treated % Efficacy
Day 2 56.06 0.00 100.00
Day 9 65.46 0.00 ___100.00

Day 16 64.69 000 100.00
Day 23 58.10 0.19 99.67
Day 30 71.18 1.3" 98.05
Day 37 67.5. 2.68 96.01

Table 4. Arithmetic Mean Live Flea Counts and Calculated Percent Efficacy

Count Day Vehicle Control Spinetoram Treated % Efficacy
Day 2 57.0. 0.00 100.00
Day 9 67.13 0.00 100.00

Day 16 65.63 0.00 100.00
Day 23 61.00 0.38 99.39
Day 30 73.38 2.13 97.10
Day 37 68.25 7.13 89.56

Study Author’s Conclusions

Excellent control of cat fleas for at least 37 days.
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Reviewer’s Conclusions

The test material gave excellent results for up to 37 days. Control data were acceptable. No
deviations from protocol were noted. Results for individual cats were not provided.

Reviewer’s Recommendations

The study is acceptable and supports the label claim of one treatment prevents further flea
infestations for up to 7 weeks. It was not intended to support the claim of fast action which is
supported by results in MRID 48875808.
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DP BAR CODE NO.: 4048~ ™7A ™"~ ~-—bol ™" - 77242.RN DECISION NO.: 466770
PC Code(s): 110009,110008 ACTiun vuvE: Rov

FOOD Use: No

DATE OUT: December 27, 2012

SUBJECT: End Use Product Chemistry Review
Product Name: Spinetoram 11.2% Cat

FROM: Hari Mukhoty
Product Chemistry Team
Technica ‘eview Branch / Registration Division (7¢

TO: Samantha Hulkower, CRM / Mark Suarez PM - 13
Insecticide Branch / Registration Division (7505P)

Company Name:  Elanco Animal Health.
Formulation Type: Not provided by Registrant

INTRODUCTION:
The registrant has submitted ¢ 3 basic CSF (Dated: 12/06/2012) and proposed a product specific label for the

registration of the aforesaid product under EPA File Symbol No. 72642-RN. The registrant submitted product
chemistry data under MRID(s): 488758-01, and -02.

TRB has been requested to evaluate the product chemistry data required for registration of the proposed basic
product.

SUMMARY OF FINDINGS:

1. Name of Active Ingredient(s): Spinetoram (11.2%) [Two forms: Jform - CAS # 187166-40-1 & L form -
187166-15-0]

2. Has the registrant claimed substantial similarity to registered product?
[X]Yes [ JNo [ INA Ifyes: EPAReg. No. 72642-9

3. The source material(s) of the active ingredient(s) is/are registered with the Agency.
4. Allinert ingredients have been screened by IIAB on 07/10/2012 and have been approved for non-food use.

5. The CSF of the proposed basic has been filled out completely but not correctly.
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DP BAR CODE NO.: 404875 EPA File Symbol NO.: 72642-RN DECISION NO.: 466770
PC Code(s): 110009,110008 ACTION CODE: R310
FOOD Use: No

6. Confidential Statement of Formula(s):

[X] Basic - Dated: 06/12/2012 re-submitted — Dated: NA

[ ]Alternate Dated: re-submitted: Dated: NA

Alternate CSF(s) compnes winl duurkg152.43:[ 1Yes []... N..,. ., Alternate CSF is not

acceptable for other changes needed to become acceptable.
7. Product label
a. Ingredient statement: Nominal concentration of Al listed on CSF(s) concur with product label (PR
Notice 91-2)

[X ]Yes

Is the sub statement in compliance with PR Notice 97-6?

[X]1Ye: ]No -Usestheterm “Other Ingredients”
, if not, explain below:

Metallic equivalent: [ 1Yes [X INA
Soluble arsenic: [ 1Yes [ X]INA
Isomeric ratios: [ 1Yes [ X] NA Spinetorami 1 fermentation product containing two closely
related active ingredients: XDE-175-J and XDE-175-L (3:1 ratio (J: L).
Acid equivalent: [ 1Yes [ X]NA
b. Health related sub statements:
Petroleum distillate at > 10%: [ ]Yes [ ]No [X]NA
Methanol at > 4%: [ 1Yes[ ]No [X ]NA

Sodium Nitrate / Sodium Nitrite [ JYes[ ]No[ X] NA

c. Physical chemical hazard statement. Product label requires a statement per 40 CFl }156.78 for:
flammability, explosive otential or electric insulator breakdown?

[ 1Yes [X]No
Total Release Fogger PR Notice 98-6 (40 CFR 156.78d): ]Yes [ ] No[X ]NA
d. Label requires an additional Storage and Disposal statement: [ ] Yes [ X]No

Final decision of overall label acceptance will be made by the PM.
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DP BAR CODE NO.: 404875 EPA File Symbol NO.: 72642-RN DECISION NO.: 466770
PC Code(s): 110009,110008 ACTION CODE: R310

FOOD Use: No
8. Group A: Product Chemistry ata
TRB's determination of the acceptability of the data for the proposed product is listed in the
tables below.
Data submitted ,
Gridaline TRB's
Ne. Study Title Assessment | MR|D Nos.
Yes | No of Data 488758-n2
Product Identity & Composition G “
830.1550 X
Description of materials used to G “
830.1600 produce the product X
Description of formulation “
830.1650 process X G
Discussion on the formation of ¢
830.1670 impurities X G
830.1700 Preliminary analysis NR
Standard certified
_ Limits CSF dated
Certified 06/12/2012
limits
(158.350) Justification for
830.1750 wider limits X Not provided
Enforcement analytical method #
830.1800 X A** 488758-02

A = Acceptance, NR = Not Required, G = Data Gap,

W = Waiver Request, | = In Progress, NA = Not Acceptable
# Analytical Method: HPLC using UV detector set at 250 nm. ** Validation was performed for
precision, linearity and accuracy.
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RE: Follow up on EPA file symbol number 72642-RN

Katherine E Vannatta

to:

Mark Suarez, Driss Benmhend

01/04/2013 10:29 AM

Cc:

Joseph R Winkle, Aaron Edward Johnson, Katherine A Meyer
Hide Details

From: Katherine E Vannatta <vannatta_katherine e@elanco.com>

To: Mark Suarez/DC/USEPA/US@EPA, Driss Benmhend/DC/USEPA/US@EPA

Cc: Joseph R Winkle <winkle joseph_r@elanco.com>, Aaron Edward Johnson
<ajohnson@elanco.com>, Katherine A Meyer <meyer_katherine_a@elanco.com>

wev &6\&' S

1 Attachment
image002.gif SR
Mark-

Thank you for your note.

As we've returned from our winter break, we realized Katie received some questions from the product
chemistry reviewer that are still unresolved. We believe he has returned his review as “rejected” with 2
outstanding issues. 1) Related to the certified limits and needing a justification for being outside the normal
range provided in the CFR and 2) needing a statement that no chemical reaction is taking place during the
formulation process, so that the formula does not differ from the composition of formula.

We do not understand the reviewer’s first concern as we have double checked the certified limits provided on
the CSF ; we believe it may be due to interpretation on the rounding of the +/- 5% on the active ingredient. We
would be happy to fix this and send you a revised CSF if this is the case. We also can provide the statement
requested relative to the formulation. Please let me know how we can either address these items now so the
review and registration can continue on-time, or how we might be able to quickly address these issues as part of
the conditional registration.

Please do not hesitate to contact me if you have questions or concerns.

Kathy
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' ‘ Page 2 of 4

Kathy Vannatta
Senior Director
Companion Animal Product Development
Office 317-277-3362
Mobile 317-997-0188

-
CONFIDENTIALITY NOTICE: This e-mail message from Elanco Animal Health (including all attachments) is for
the sole use of the intended recipient(s) and may contain confidential and privileged information. Any
unauthorized review, use, disclosure, copying, or distribution is strictly prohibiter  f you are not the intended
recipient, please contact the sender by reply e-mail and destroy all copies of the original message.

PGk I'IUIIUG’, WOLCIHWG JL, 4VLIL LLi.1V Al
To: Katherine E Vannatta
Subject: Re: Follow up on EPA file symbol number 72642-RN

Kathy,

Thank you for letting us know what constraints you are facing. We certainly appreciate that you, and other
registrants, face deadlines that hinge upon our decisions. The PRIA due date is 20 January 2013. As that is a
Sunday, a regulatory decision (barring negotiating a new PRIA due date) will be made on or before 18 January
2013. Providing an electronic copy of the SAL should not be a problem.

Regards,
Mark

Mark E. Suarez, Product Manager 13
Insecticide Branch

Registration Division (7505P)

Office of Pesticide Programs
Environmental Protection Agency
1200 Pennsylvania Avenue, NW
Washington, DC 20460

(703)305-0120
suarez.mark@epa.gov

From: Katherine E Vannatta <vannatta_katherine_e@elanco.com>

To: Driss Benmhend/DC/USEPA/US@EPA, Mark Suarez/DC/USEPA/US@EPA

Cc: Joseph R Winkle <winkle_joseph_r@elanco.com>, Cory T Herr <herr_cory_t@elanco.com>
Date: 12/19/2012 05:55 PM

Subject: Follow up on EPA file symbol number 72642-RN

118
file://C:\Documents and Settings\dbenmhen\Local Settings\Temp\notes87944B\~web0592.h... 1/4/2013







. ‘ ‘ ‘ Page 4 of 4

If the message sender is known and the attachment was legitimate, you
should contact the sender and request that they rename the file name
extension and resend the Email with the renamed attachment. After
receiving the revised Email, containing the renamed attachment, you
can

rename the file extension to its correct name.

For further information, please contact the EPA Call Center at
(866) 411-4EPA (4372). The TDD number is (866) 489-4900.

kkkkkkkkkkkkkkkhkhkxxkxx*x A )VTACHMENT NOT DELIVERED
khkkkkkkhkkkkkhkhkhkkhkkkxkhkkhkkkkx

khkkkkhkkkkkkkkkkkkkkkk** ATTACHMENT NOT DELIVERED **kkkkkhkkhkhhkhkhhkhdsk

This Email message contained an attachment named

image00l.jpg
which may be a computer program. This attached computer program could
contain a computer virus which could cause harm to EPA's computers,A
network, and data. The attachment has been deleted.

R

This was done to limit the distribution of computer viruses introduced
into the EPA network. EPA is deleting all computer program attachments
sent from the Internet into the agency via Email.

If the message sender is known and the attachment was legitimate, you
should contact the sender and request that they rename the file name
extension and resend the Email with the renamed attachment. After
receivi: the revised Email, containing the renamed attachment, you can
rename tne file extension to its correct name.

For further information, please contact the EPA Call Center;at ) )
(866) 411-4EPA (4372). The TDD number is (866) 489-4900. ) - L

J Je d e de ok g de g dod deok deodk gk ko ok kok ok ATTACHMENT NOT DELIVERED *%*%dkdkdkdkdkdkdkdkdkdkhkdhhkdhdkdkhkhkkk
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Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 18 of 46

Spinetoram 11.2% Cat Page 1 of 25

Master Label

Marketing claims: see lists at the end of the draft labels.
Alternative language in (parentheses)

CARTON LABEL
FRONT PANEL

Spinetoram 11.2% Cat

spinetoram

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF

FLEA INFESTATIONS

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER)

Marketing claims: see lists at the end of the draft labels.

Picture of Cat or Kitten

ACTIVE INGREDIENT
Spinetoram (CAS# 187166-40-1 & 187166-15-0) .......cccceereerurrencnane 11.2%
OTHER INGREDIENTS ........coooiiiiirrcennrincnresrecneeennnnsanesenesseeeesenas 88.8%

TOTAL 100.0%
KEEP OUT OF REACH OF CHILDREN
CAUTION

SEE BACK PANEL FOR PRECAUTIONARY STATEMENTS

READ ALL DIRECTIONS BEFORE USING THIS PRODUCT

CONTENTS

1,2, 3,4, 6,8, 12-0.026 fl oz (0.77 ml) applicator

[}
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Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 20 of 46

. ' Page 3 of 25

FIRST AID
IF IN EYES:
¢ Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses,
if present, after the first 5 minutes, then continue rinsing.
o Call a poison control center or doctor for treatment advice.

IF SWALLOWED:
o Call a poison controf center or doctor immediately for treatment advice. Have the product label
+ with you when you call the poison control center or medical professional.

"o Have person sip a glass of water if able to swallow.
Do not induce vomiting unless told to by a poison control center or doctor.
+ Do not give anything to an unconscious person.

Have the product container or label with you when calling a poison control center or doctor or going for
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency
medical treatment information.

Manufactured for

Elanco Animal Health

A Division of Eli Lilly and Company
. Indianapolis, IN 46285 '

EPA Reg. No. 72642-RN
EPA Est. No.




Elanco Animal Health Registration of Spinetoram 11.2% Cat . Page 21 of 46

Page 4 of 25

PACKAGE INSERT LABEL

Spinetoram 11.2% Cat

spinetoram

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF
FLEA INFESTATIONS

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER})

ACTIVE INGREDIENT
Spinetoram [CAS# 187166-40-1 & 187166-15-0] ................ 11.2%
OTHER INGREDIENTS ..........oocvimrriiiinnncnienineessns 88.8%

TOTAL 100.0%

KEEP OUT OF REACH OF CHILDREN

CAUTION

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION

HAZARDS TO HUMANS

Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water
after handling and before eating, drinking, chewing gum or using tobacco. Avoid contact with
eyes or clothing.

HAZARDS TO DOMESTIC ANIMALS

FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittens less
than eight (8) weeks of age. Do not allow your cat to ingest this product. Use only a single dose
on cats weighing greater than 20 ibs. As with any product, consult your veterinarian before
using the product on debilitated, aged, pregnant or nursing animals or animals known to be
sensitive to pesticides.

SIDE EFFECTS: :

Monitor your cat after application. Side effects may include signs of application site reactions such
as application site hair loss, hair change (greasy, clumping or matting} or redness, inflammation
and itching. Other side effects such as inactivity, vomiting and inappetance have also been
reported If these or any other side effects occur, consult your veterinarian, your cat’s healthcare
expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973.
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Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 24 of 46

: Page 7 of 25
. USE OR HANDLING OF THIS PRODUCT. To the extent consistent with applicable law the
exclusive remedy of the user or buyer for any and all losses, injuries or damages resulting from
the use or handling of this product, whether in contract, warranty, tort, negligence, strict liability
or otherwise, is limited to the purchase price paid or replacement of the product.

Manufactured for

Elanco Animal Health

A Division of Eli Lilly and Company
Indianapolis, IN 46285

EPA Reg. No. 72642-RN
EPA Est. No.
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Elanco Animal Health

Registration of Spinetoram 11.2% Cat

Applicator Labeling

Spinetoram 11.2% Cat
Spinetoram 11.2%

Cats and Kittens 8 weeks & older
0.026 fl 0z (0.77 mL)
EPA Reg. No 72642-RN

CAUTION
Keep Out of Reach of Children

Read Entire Label Before Use
ELANCO

Lot No.

Page 25 of 46

Page 8 of 25
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Elanco Animal Health Registration of Spinetoram 11.2% Cat

Blister Labelin

Spinetoram 11.2% Cat
Spinetoram 11.2%

For Cats and Kittens 8 weeks of age (and older)
0.026 fl oz (0.77 mL)
EPA Reg. No 72642-RN

CAUTION
Keep Out of Reach of Children

Read Entire Label Before Use
ELANCO

Lot No.

Page 26 of 46

Page 9 of 25
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Elanco Animal Health’ Registration of Spinetoram 11.2% Cat Page 27 of 46

. Page 10 of 25
{Calendar) Reminder Stickers

Place stickers on your calendar as a reminder to apply Spinetoram 11.2% Cat for cats and
kittens 8 weeks of age and older. '

Visit www.elanco.com to sign up and receive an email reminder from your cat when it is time to
receive Spinetoram 11.2% Cat. :

Graphic of calendar

Month 1
(Graphic)

Month 2
(Graphic)

Month 3
(Graphic)

Month 4
(Graphic)

Month 5
(Graphic)

Month 6
(Graphic)
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Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 29 of 46

. : Page 12 of 25
¢ Topical flea treatment
o Convenient
o Easy to apply (easy to use)
¢ Spinetoram, the active ingredient in Spinetoram 11.2% Cat, is a member of the spinosyn

class of pesticide

e Protects cats and kittens 8 weeks of age (and older) (all sizes) from fleas (for one
month)

» One size application is effective for all (any) sizes (weight ranges) of cats and kittens 8
weeks of age (and older) only ‘

e Flea infestations may vary) Monthly treatment (year-round) is recommended for optimal
control and prevention of fleas

o Satisfaction Guaranteed (Call 1-888-545-5973 if you have any questions.)
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Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 32 of 46

Page 15 of 25

FIRST AID
IF IN EYES:
e Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses,
if present, after the first 5 minutes, then continue rinsing.
e Call a poison control center or doctor for treatment advice.

IF SWALLOWED: ; ¢ ;
¢ Call a poison control center or doctor immediately for treatment advice. Have the product label
with you when you call the poison control center or medical professional.
« Have person sip a glass of water if able to swallow.
e Do not induce vomiting unless told to by a poison control center or doctor.
¢ Do not give anything to an unconscious person.

Have the product container or label with you when calling a poison contro! center or doctor or going for
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency
medical treatment information.

Manufactured for

Elanco Animal Health
A Division of Eli Lilly and Company
Indianapolis, IN 46285

EPA Reg. No. 72642-RN
EPA Est. No.
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. Page 19 of 25
Applicator Labeling

Spinetoram 11.2% Cat
Spinetoram 11.2%

Cats and Kittens 8 weeks & older
0.026 fl 0z (0.77 mL)
EPA Reg. No 72642-RN

CAUTION
Keep Out of Reach of Children

Read Entire Label Before Use
ELANCO

Lot No.
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Page 20 of 25
Blister Labeling

Spinetoram 11.2% Cat
‘Spinetoram 11.2%

For Cats and Kittens 8 weeks of age (and older)
0.026 fl 0z (0.77 mL.)

CDA DA~ Ala 700 AN Pkl

CAUTION
Keep Out of Reach of Children

Read Entire Label Before Use
ELANCO
Lot No.
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Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link to '

8 | hitp www.epa.gov/pesticides/regulating/tolerance petitions.htm) included
with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
http://www.epa.gov/opprd001/wor! lan/reducedrisk.html)

Required Data (link to
http _'www.epa.gov/pesticides/re;

~

data wal YRATe MV L A UULBILULL W

a) List study (or studies) not included with application
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Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 8 of 46
Pay.gov - Unline Payment Page 1 ot 1
Online Payment
Step 3: Confirm Payment 112|3
Thank you.
Your transaction has been successfully completed.
Pay.gov Tracking Information
Application Name: PRIA Searvice Fees
Pay.gov Tracking 1D: 2573LTDJ
Agency Tracking ID: 74326930868
Transaction Date and Time: 06/22/2012 11:06 EDT
Payment Summary
Address Information | Account Information ____l Payment Information 2
Account Holder Daniel R ' Card Type: Visa Payment Amount: $4,807.00
Name: Engleking i Card Number: ************2058 Transaction Date 06/22/2012
2500 [nnovation ! Decision and Time: 11:06 EDT
Billing Address: Way i Number:
Billing Addreszs. ‘ Registration
< i i Number:
Gity: Greenfield Company Elanco Animal
State / Province: IN f Name: Health
Zip / Postal ; Company
Code: 46140 Number: 72642
Country: USA ’ Action Code: R310

https://www.pay.gov/paygov/payments/authorizePlasticCardPayment.html

6/22/2012
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Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 12 of 46

Form epproved. OMB No. 2070-0080, 2070-0057, 2070-0107, 2070-0122, 2070-0184.

United States
Environmental Protection Agency

Washington, DC 204680

1 Formulator's Exemption Statement

(40 CFR 152.85)
Applicant's Name and Address EPA Fite Symbol/Registration Number

Elanco Animal Health g

A Division of Eli Lilly and Company Product Nams

2500 Innovation Way Spinetoram 11.2% Cat

Greenfield, IN 46140 )
Date of Confidential Statement of Formula (EPA Ferm 8570-4)
06/12/2012

As an authorized representative of the applicant for registration of the product identified above, | certify that:
(1) This product contains the foliowing active ingredient(s):
Spinetoram Technical (86.4%)

(2) Of these, each active Ingredient listed In paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing,
formulation or repackaging another product which contains that active ingredient which is registered under FIFRA Saction 3, is purchased by
us from another person and meets the requirements of 40 CFR section 158.50{e)(2) or (3).

. (3) Indicate by checking (A) or (B) below which paragraph applies:
71 {A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product fs attached to this statement.
That formula statement indicatss, by company name, registration number, and product name, the sourca of the active ingredient(s) listed in

paragraph (1).
OR

1 (B) The Confidential Statement of Formula (CSF)EPA Form 8570-4) referenced above and on file with the EPA Is compiste, cument, an
accurate and contains the Information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator’s exemption.

Source
Active Ingredient Pruduc; Name Reglstration Numbar
Spinctoram J (CAS # 18716640-1) ]
Spinetoram L (CAS # 187166-15-0)

Product ingredient source information may be entitled to confidential treatm'ent*

Name and Title Date

Katherine A. Meyer 06/27/2012
Copy 1-EPA
Copy 2 - Applicant copy
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GOOD LABORATORY PRACTICES STATEMENT

he purpese and scope of this study DO NOT fall under the requirements of 40 CFR 160.

Submitter: ﬁ/al%M d‘ﬂf%zn

Date: _ %% Jun 2012
Typed Name of Signer: Katherine A. Meyer

Typed Name of Company: Elanco Animal Health
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